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CERTII’ICA:I:E Qr QUALIT

Registration Certificate No.:

Hazna npoaywry: ABPOJI®, eupon, 15 mr/Smn )
‘Name of product: ABROL?, syrup, 15 mg/Smi

Cnna 1;1.1. AMEBpoKcoNy riapoxnopui — 15,0 mM1/5Mn

Strength: - Ambroxol hydrochloride ~ 15.0 mg/Sml |

Copia Ne *_/ﬁBatc:h No.: SAD3001 - Posmip ymakosiu / Package size* 100 Mn/ml

- - s . e ) * ~nakon Nel is:cxia /

Peecrp. J_‘{n ! A.R.No.: L ] P/QEI;GQB Tun ledhOBKH / Pack f?'pe Glass bottle No.} )
Posmip cepii/ Batch size: 1000 niTpiBfliters‘ ll'a'ra sHroTosaemig / Mfg, daté; 01 2023

Kin-t ynaxosox / No. of packs: 10 000 Tepimsin npupatnocri/ Exp. date; 12,2025

Kpaina / Market: UKR _ o
PeccTpaniitne noceinueniig Ne: UA/S928/02/01 TepMin ail HeoOMexenui

unlimited validity
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Ne ni/ni  Ha3zpa anaaizy PCnerim})iléguin Peaynm:ﬁu Ana3y
Sr:No. | Test name Specification: Test result
Onue Bix 6e36apBHoro O, .B7ErKa KOBTOTO mmmxy Bixgnonigae
| | NPO3OPHH CHPON,
Descriplion Clear, colourless to light yellow syrup. Complies
Incnn@ixauiﬁ o Yacu y"rpmzyﬂamm nixis amﬁpoxcony mlpomoprmy Binnosinac
i xucnory  GenioHHol  ma. xpomamrpamax
mnpoﬁnnynaﬂom 1 CTAHZAPTHOrO poatnmm,
onepmamm Opy KIIbKICHOMY °BHIHBHEHHI, MOBHHHI
CTiBNANATH,
2 Tdentification In the Assay fest; the retention time of the peaks | Complies
corresponding 10 Ambroxol Hydrochloride and
Benzoic acid: in the Test solution matches with thé
retention timie of the peaks corresponding to
Ambroxol Hydrochloride and Benzoic acid
obtained with Standard solution:
Cycthna - Bin 1,10 r/mn mo 1,20 r/mn o {L120Ma
> Density 1.10 'g{ﬁ1l"io 1.20 g/ml 1.12 g/ml.

Ty

OJJ,HOpl,IlHlCTb MacH 103, 10"
BHTATAKTHCA 13 6araTon030BUX
XOHTEHHEPIB

‘He Ginsuie ABox IHAUBIAYANLHAX MAC BIAXBAKIOTHCS
‘Bij cepensbol Maci Ginslte Ak Ha 10 %. Ilpn usomy
YKOOHA THAMBIAYANLHA Maca A03 HE MAE. BIAXUIATHCS

BiJ cepenubol Macy Ginbiue Ax Ha 20 %

Bm-lG%;{o25%

4 Uniformity of mass ofdelivered Not more than two individual- imasses deviate from | - 1.6 %1t02.5%
doses from multidose containers | the average mass by more than 10-%, No individual
dose mas$ deviates from the average mass by more
than 20 %
pH Bin25103,5.
: pli 2.5%03.5
| Cynponiasi gomimxn .. | He 6inbiwe 0,5 % inzmnsinyansHol nomitiky,
: e He Ginbie 1,0 % cymu qoMiniox, '
Related substances NMT 0.5 % of individual impurity.
NMT 1.0 % of total impurities.
FP/0016/23 B |
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Nem/m | Haspaanajisy Crewndixamuin PeayAbTaTH aHaizy
Sr. No. _Testname i Spcciflcatian * Test result i
Kinsxicue BH3HAMCHIA AMGpomony riapoxiopuay — Bid 95 % fio' 105 % | 98,0 %
Ri 329BNCHOT KiNILKOCTI.
Kycnori Gensoifnol — sin 95 % no 108 % min | 97,8 %
7 3A9BNEHOT KIJILKOCTI,
Assay Ambroxol hydrochloride: 95 % to 105 % of label | 98.0 %
claim, |
Benzoic acid: 95 % to 105 % of label claim. 97.8 %.
MixpoGionoriusa uHeToTA 3aransHa  KiNbKiCTs. acpoBhuX MIKpOOPraHisMis. B B
(TAMC) — ne 6insme 102 KV O/ma, < 10 KYO/mn
3aranbHa KiNRKICTL APDKIDKORHX T8 miticenonux
rpuGin (TYMC) - e 6inpue 10" KYQ/na, <10 KYO/mn
Bincyrunicts Escherichid colis 1 mnnpénapary. Bincyths
o et

Microbiological purity

Total acrobic microbial count (TAMCY):
NMT 10? CFU/ml,

NMT 10" CFU/ml,
Escherichia coli must-be absent per 1 ml.

Total combined vyeasts/moulds count (TYMC):

<10 CFU/m!

< 10 CFU/ml
Absent

Binnosinae crannapram 1a suMoram GMP,
It complies with GMP standards and requirements,

Jlinensia pa sUpoOHUUTBO NIKAPCHKHX 3aC001D:
Licence. for medical products production;

BUCHOBOK: / CONCLUSION::

JTpoayxT BHrOTOBACHO, YNAkoBaHO T4 NPOAHANIZOBANO IFiAHO 3 BHMOraMH PCECTPALLITHOTO FIOCBIAYEHHS.
The product is mnnufaoturcd packed and analyzed as per requirements of Registration Certificate.

C ep"ruq;ilca'l‘ Ne 009/2020/GMP
Certificate: No. 009/2020/GMP

Cepln ABNe 598054
Batch AB No, 598054

Llssnd mmnqmmo 010 BC nnpoﬁmw: cTanil ana uicl cepil l‘O‘l‘OHO‘l nponyuuﬂ Oymy anidicHeHi B noamn mnnonmuoc'n 3 BIMOFAMY, 3A3HAHCHUMH B YISHHI
HacTaHosi s GMP, 3aTBepLkeHii MikicTepeTpoM oXopois 3a0pon’a Ykpainu, i 3 Bimorami pccmpaumnmo HOCKE KPaTHi NPHIHAYEHHS,

Ministry of health of Ukraine.dnd: -with the requirements of the Markeling Authorisation filé of the destination country.

1 hereby: cerl:!y that all the manufacluring stages of this batch of fi mshcd product have been carvied otit in full complijance with the GMP requirements.of the
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